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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
December 7, 2007. All previous rejections have been withdrawn unless indicated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 103 - Obviousness (Previous Rejection) 

Claims 1-10 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Stoltz et al. (US 2005/01 18119) in view of Chevalier et al. (US 2002/01 921 69). This 
rejection is maintained in regards to claims 1, 4 and 6-10. 

Applicant's Arguments 

Applicant has amended the claims to include the amount of acyl amino acid and 
B3 that is include in the compositions. Applicants assert that the combination of N-acyl 
amino acid and Vitamin B3, at the claimed levels leads to surprising and unexpected 
permeation results and therefore, it would not have been obvious to modify the 
disclosure of the cited reference to arrive at the claimed invention. Applicant asserts 
increased permeation of the composition to the skin lead to a higher concentration of 
the active at the desired site. This argument is not persuasive. 
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The Declaration of Gary Kelm is submitted to demonstrate unexpected result 
when acyl-undecylenoyl- phenylalanine is mixed with niacinamide. The compositions 
comprise an oil-in-water emulsion containing 5% niacinamide with and without 1% Sepi- 
White dissolved in the oil phase. The result for skin permeation test was reported. 
Results for the test were obtained by radiolabeling niacinamide and determining how 
much niacinamide was absorbed by the receptor, skin and residual product not 
absorbed. The mean amount of product absorbed at the receptor and the skin was 
reported as well as the SEM. The total permeated for the emulsion without Sepi-white 
was 53.9, SEM being 4.0. The total permeated for the emulsion with Sepi-white was 
63.9, SEM being 8.3. 

Examiner's Response 

Examiner disagrees in regards to the amount of components in the compositions. 
The reference discloses undecylenoyl-L-phenylalanine comprises 1 to 3% of the 
disclosed examples, which encompasses the instant claims. In regards to vitamin B 3 , 
the actives included in Stoltz et al. comprise 1.00% to 2.00% of the compositions (see 
Examples 2 and 5). It may be concluded that vitamin B 3 may also be included in the 
compositions in this range. Even if this was not the case it would take no more than 
routine experimentation by one skilled in the art to determine the appropriate amount of 
vitamin B 3 needed for optimal efficacy. 

In regards to the Declaration, the Declaration of Gary Kelm is insufficient to 
overcome the instant rejection. The data that is disclosed is not commensurate in scope 
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with the instant claims. The claims recite undecylenoyl-L-phenylalanine comprises 
0.0001 % to 25% of the compositions and B 3 comprises from about 2% to about 5% of 
the compositions. Applicant has only disclosed results for 1% Sepi-White and 5% 
niacinamide. Furthermore, niacinamide is a component of B 3 and does not represent all 
the components that are encompassed by the recitation of vitamin B 3 . Applicant has 
also not disclosed what is in Sepi-White and therefore it cannot be determined how 
much undecylenoyl-L-phenylalanine is used in the compositions. 

The Declaration provides the Mean and SEM data for the receptor, total skin and 
total permeated. The Declaration does not provide data for the residual product, which 
Applicant has reported was analyzed. Furthermore in regards to the receptor, the two 
emulsions appear to be the same in view of the SEM values, which is concluded to be 
the standard error for the mean since Applicant does not seem to define what SEM is. 
There also appears to be some overlap with the total skin results having values of 21 .7 
(SEM 3.5) w/o Sepi-White and 27.9 (SEM 5.8) with Sepi-White. In regards to the total 
permeated, the values of 53.9 (SEM 4.0) without Sepi-White and 63.9 (SEM 8.3) with 
Sepi-White appear to overlap, considering the SEM values, and may be considered 
substantially the same. Since the values are very close in view of the SEM values, it 
cannot be concluded that these are unexpected results. Furthermore it has been 
reported in the art that acyl-phenylalanines are penetration enhancers 1 . Therefore it 
would have been expected that the compositions comprising an acyl-phenylalanine 



1 Stern et al., US 6,086,918, col. 9, line 46. 
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would cause an increase in permeation in comparison with those that don't. Therefore 
the Declaration is insufficient to overcome the rejection. 



Claims 1, 4 and 6-10 are rejected. 
No claims allowed. 

Conclusion 

All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1.114 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/L W. R.l 

Examiner, Art Unit 1612 
/Frederick Krass/ 
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Supervisory Patent Examiner, Art Unit 1612 



